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E.O. 11652: NA 
TAGS: BEXP, ETRD, JA 

SUBJECT: TRADE FACILITATION COMMITTEE CASE NO. 4 - ABBOTT 
LABORATORIES 

REF: TOKYO 12566 

SUMMARY: MHW BIOLOGICS DIVISION DIRECTOR FURUICHI CONFIRMED 
OUR UNDERSTANDING THAT APPROVAL PROCEDURES FOR AUSRIA WOULD 
BE ACCELERATED (SEE REFTEL), BUT NOTED THAT LACK OF CON- 
SENSUS OVER THE ABBOTT PRODUCT’S VALUE, CONCERN ABOUT 
RADIOACTIVITY, AND THE INTRODUCTION OF A NON-RADIOACTIVE 
THIRD GENERATION REAGENT WILL STILL COMPROMISE AUSRIA'S 
MARKET PROSPECTS. FURUICHI CONTINED TO INSIST THAT THE 
JRC HAS NEVER FORMALLY APPROACHED MHW ON AUSRIA. WHILE WE 
MAY HAVE COME AS FAR AS USEFULLY CAN ON THE ABBOTT CASE, WE 
HAVE ESTABLISHED GOOD CONTACTS FOR HANDLING FUTURE PROBLEMS 
OF THIS KIND, AND MADE MHW MORE SENSITIVE TO THE WIDER IM- 
PLICATIONS OF THEIR HANDLING OF IMPORTED PRODUCTS. END 
SUMMARY. 

1 . DURING A RECENT DISCUSSION MR. K. FURUICHI, DIRECTOR OF 
MHW'S BIOLOGICS DIVISION, CONFIRMED OUR UNDERSTNADING THAT 
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APPROVAL PROCEDURES FOR AUSRIA ARE BEING ACCELERATED AND 
SHOULD BE COMPLETED BY NEXT MARCH. HOWEVER, HE STRESSED 
THAT MHW APPROVAL WOULD NOT NECESSARILY MEAN A SIGNIFICANT 
EXPANSION IN SALES FOR THE ABOTT PRODUCT. IN FURUICHI'S 
OPINION, MARKET PROSPECTS FOR AUSRIA ARE LUCKWARM AT BEST. 

THIS MAINLY DUE TO WHAT HE DESCRIBES AS A LACK OF CONSENSUS 
AMONG EXPERTS ON AUSRIA'S VALUE AND CONSEQUENT LACK OF PER- 
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CEPTION AMONG PRACTICING DOCTORS ON THE NEED FOR A MORE 
SENSITIVE HEPATITIS TEST. FURUICHI ALSO POINTED OUT THAT 
MANY LOCAL HOSPITALS AND CLINICS ARE NOT EQUIPPED WITH THE 
EXPENSIVE FACILITIES NECESSARY TO HANDLE RADIOACTIVE RE- 
AGENTS. PARTLY FOR THIS REASON, HE SAID THAT THERE IS CON- 
SIDERABLE INTEREST IN A THIRD GENERATION NON-RADIOACTIVE 
TEST ("ENZYME PROCESS"). 

2. FURUICHI AGAIN STATED THAT THE IAPAN RED CROSS HAS 

NEVER FORMALLY APPROACHED MHW FOR FUNDING SUPPORT NECESSARY 
TO OFFICIALLY ADOPT AUSRIA. HE ATTRIBUTED THE CONFUSION 
THAT HAS ARISEN OVER THIS POINT TO VAGUENESS IN THE JRC'S 
STATEMENTS TO ABBOTT-AN AMBIGUOUS AGREEMENT TO FURTHER 
STUDY AUSRIA’S ACCEPTABILITY AND DISCUSS THE MATTER WITH 
MHW COULD EASILY HAVE BEEN MISTRANSLATED AS A PROMISE TO 
MAKE A FORMAL APPROACH TO MHW WITH A DECISION TO ADOPT 
AUSRIA. 

3. FURUICHI EXPRESSED HIS APPRECIATION OF MINISTER BUTTON S 
JULY 6 CALL ON PAB DIRECTOR-GENERAL NAKANO AND SAID THAT 
MHW CAN MORE CLEARLY UNDERSTAND AND TRY TO SOLVE PROBLEMS 
RELATING TO PHARMACEUTICAL IMPORTS THROUGH DIRECT CONTACT 
WITH THE EMBASSY. HE OFFERED HIS FURTHER ASSISTANCE ON 

THIS AND SIMILAR PROBLEMS THAT MAY OCCUR IN THE FUTURE. 

4. COMMENT: FURUICHI'S REMARKS ARE CONSISTENT WITH EAR- 
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LIER COMMENTS ON AUSRIA'S COMMERCIAL COMPETITIVENESS AND 
JAPANESE CONCERNS OVER RADIOACTIVITY. HOWEVER. WE WERE NOT 
AWARE OF THE DEVELOPMENT OF A THIRD GENERATION NON RADIO- 
ACTIVE TEST. AT THIS POINT, IT SEEMS TO US THAT WE HAVE 
COME AS FAR AS WE USEFULLY CAN ON THIS CASE. OUR DEFINITION 
OF SUCCESS MAY NOT COINCIDE WITH THAT OF ABBOTT, BUT THE 
FACT THAT WE HAVE IMPRESSED ON MHW THE NEED FOR CONSIDERING 
ITS ACTIONS ON IMPORTED GOODS IN A WIDER CONTEXT AND HAVE 
ESTABLISHED USEFUL CONTACTS WITHIN MHW FOR FUTURE PROBLEMS 
OF THIS KIND IS IN ITSELF A WORTHWHILE ACHIEVEMENT. 

MANSFIELD 
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